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DETAILED ACTION 

Claims 1-14 and 17 are pending in this application. 

Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on July 7, 2006 was noted 
and the submission is in compliance with the provisions of 37 CFR 1.97. Accordingly, 
the examiner has considered the information disclosure statement. 



Action Summary 

2. The examiner acknowledges the cancellation of claims 15 and 16. Therefore, 
any and all objections and/or rejections directed towards them are hereby withdrawn. 

3. The provisional rejection of claims 1-3 and 7-14 on the grounds of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 16-22, 25-29, 31 
and 32 of copending application 10/398,335 is hereby withdrawn as applicant has 
amended the claims to overcome the rejection. 

4. The rejection of claims 1-14 and 17 under 35 U.S. C. 103(a) over Trofast et al. is 
hereby withdrawn as applicant has amended the claims to overcome the rejection. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1-14 and 17 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Applicant claims a "physiologically functional 
derivative thereof of the drug formoterol. It is unclear to the examiner what this means, 
are there derivatives of formoterol that are not physiologically functional? Please clarify. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

6. Claims 1 , 2, 10, 1 1 , 13 and 14 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-14 
of copending Application No. 10/510,147. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both copending 
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applications are directed towards an aerosol composition comprising particles of 
formoterol, a propellant selected from 1,1,1,2-tetrafluroethane and 1,2,3,3,3- 
heptafluoropoprane contained in a dispenser comprising an aerosol vial that is coated 
with a fluorocarbon polymer. The difference between the two is in 1 147 an additional 
compound is added. It is the position of the examiner that since the language of the 
instant invention recites the open language of "comprising", it can contain other 
ingredients, such as those taught in '147. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



Application/Control Number: 10/509,184 Page 5 

Art Unit: 1616 

7. Claims 1-4 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overTrofast et al. (WO 00/53187) in view of Ashurst et al. (US 6,131,566). 

Applicants claim an aerosol composition comprising particles of formoterol, a 
propellant selected from 1,1,1,2-tetrafluroethane and 1,2,3,3,3-heptafluoropoprane and 
a bulking agent, contained in a dispenser comprising an aerosol vial that is coated with 
a fluorocarbon polymer. 

Determination of the scope and content of the prior art 

(MPEP §2141.01) 

Trofast et al. discloses a pharmaceutical combination comprising formoterol and 
mometasone. Page 3, lines 14-18 teach the composition further containing a one or 
more pharmaceutical^ acceptable additives, diluents or carriers. Page 3, lines 22-27 
teach that the preferred form of formoterol is the fumarate dihydrate salt and the 
preferred form of mometasone is the monohydrate of the furoate ester. Page 5, line 24 
through page 6, line 1 1 teach that the composition can be inhaled from a nebulizer, 
pressured metered dose inhaler, or as a dry powder from a dry powder inhaler. It also 
teaches that a diluent or carrier such as lactose, dextran, mannitol or glucose can be 
added to the medicament. It also teaches that the one or more ingredients are 
preferably in a micronized dry powder form having a particle size of less than 10 
microns. Page 6, lines 13-20 teach that when the system is a pressurized inhaler the 
ingredients are preferably in micronized form and that it is suspended in a liquid 
propellant such as P134a (tetrafluoro-ethane) and P227 (heptafluoropropane). The 
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propellants can also be used in combination with one or more surfactants or excipients 
such as ethanol. The prior art does not teach amount of drug (formoterol and 
mometasone) present in the composition, the ratio of the drugs to the bulking agent and 
a method of preparing the composition. 

Ashurst et al. teaches a metered dose inhaler having all or part of its internal 
surfaces coated with one or more fluorocarbon polymers (abstract). Column 1 , lines 50- 
63 of Ashurst et al. teaches that some aerosol drugs tend to adhere to the inner 
surfaces of inhalers and that coating the interior surfaces can reduce the problem of 
adhesion or deposition on the can walls. 

Ascertainment of the difference between the prior art and the claims 

(MPEP §2141.02) 

Trofast et al. does not teach coating the interior surface of the aerosol vial with a 
fluorocarbon polymer. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP §21 42-21 43) 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the teachings of Ashurst et al. in the invention of Trofast et 
al. to teach an aerosol composition comprising particles of formoterol, a propellant and 
a bulking agent, contained in a dispenser comprising an aerosol vial that is coated with 
a fluorocarbon polymer. It is the position of the examiner that although the coated 
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interior surfaces of Ashurst et al. is being used for albuterol, the same holds true for any 
and all drugs that adhere to the interior walls of aerosol vials. If it is believed, that 
formoterol adheres to the interior wall of aerosol vials; it would be within reason for one 
of ordinary skill to apply a substance to the aerosol vials to reduce adhesion. 

Response to Arguments 

8. Applicant's arguments filed July 7, 2006 have been fully considered but they are 
not persuasive. 

Applicant argues that the aerodynamic size of the bulking agents is much smaller 
than 1 micron as taught in Trofast et al. It is the position of the examiner that the 
particle size of the bulking agent taught in Trofast et al. reads on the particles size of the 
instant invention and is thus obvious. 



9. 



Conclusion 
Claims 1-14 and 17 remain rejected. 
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Telephone Inquiries 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 571- 
272-0613. The examiner can normally be reached from 8AM to 6:30PM Monday to 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter, can be reached at 571-272-0646. The fax phone numbers 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Konata M. George 
Patent Examiner 
Technology Center 1 600 




Supervisory Patent Examiner 
Technology Center 1600 



